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DETAILED ACTION 
Response to Arguments 

Applicant's arguments with respect to claims 1-16 have been considered but are moot in 
view of the new ground(s) of rejection. However, since some of the rejections have been 
maintained, the examiner has responded to applicants corresponding arguments. 

The applicant has argued that Garrison (US 6,425,916 Bl) does not disclose a centripetal 
compression means comprising a clamp with at least two branches connected at a common 
region, each branch having a connection segment connected to the shutter and a drive segment 
positioned between the connection segment and common region. The examiner disagrees. See 
attachment 1 for interpretation of Garrison's compression means. If applicant were to claim in 
line 13 of claim 1, the flexible shutter contracted toward (instead of to) the central axis, this 
would seemingly overcome the Garrison rejection. 

The applicant has argued that Johnson (US 4,339,831) does not disclose drive segments, 
and that the branches (10, 12, 14) must be all connection segments, since they are connected to 
the shutter along their entire length. The examiner disagrees. Johnson shows a resilient frame 
(fig.l) comprising an integrated centripetal compression mean comprising a clamp with at least 
two branches (seen in fig.l, the branches being 10, 12, or 14). The branches (10, 12, 14) are 
connected at a common region (16). Each branch comprises a connection segment (top of 
branches at 18, 20, 22) connected to the shutter (see figs) and a drive segment (intermediate 
length of branches 10, 12, 14) positioned between common region (16) and connection segments 
(18, 20, 22). It is noted that applicant has not claimed the drive segments to be unattached to the 
shutter. If applicant were to claim that wherein the drive segments are not attached (or remain 
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unattached) to the flexible shutter, or the drive segments spaced axially away from the flexible 
shutter, either of theses would seemingly overcome the Johnson rejection. 

Election/Restrictions 

Claims 10, 14, and 15 are directed to an invention that is independent or distinct from the 
invention in claim 1 for the following reasons: Claims 10, 14, and 15 require a constriction 
strand and wire mesh frame which are a distinct embodiment from that claimed in claim 1 . 
Claim 1 requires a clamp, seen in figures 1-3 for example, however claims 10, 14, and 15 do not 
have a clamp and are directed to a different embodiment (not combinable) shown in figure 8. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for prosecution 
on the merits. Accordingly, claims 10, 14, and 15 have been withdrawn from consideration as 
being directed to a non-elected invention. See 37 CFR 1.142(b) and MPEP § 821.03. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in pubhc use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention h\ ilic applicant for patent or (2) a patent granted on an application for 
patent by another fded in the United Stales licfoi c tlic iiu ention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-4, 6-9, 11,12, and 16-18 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Garrison et al. (US 6,425,916 Bl, cited previously). Garrison discloses a kit 
(fig.9) comprising a tubular endoprosthesis (8; fig.8) and a prosthetic valve (6; fig. 10), the valve 



Application/Control Number: 1 0/5 83 ,65 8 Page 4 

Art Unit: 3738 

for removably implanting in the endoprosthesis (is unattached separate component, thus has 
capability of being removed therefrom), the valve (6; fig. 10) having a resilient deformable 
carrier fi-ame (26; col.8,lines 14-21; col.9, lines 1-10), flexible shutter (leaflets 38), and 
centripetal compression means (windings of fi-ame 28, 30 or 32 may act as means also) for 
compressing the carrier frame. Garrison discloses the shutter (leaflets 38) to have an obstructed 
position (closed) in which it is extended transverse to the lumen (see flg. 1 1) and a released 
position when the shutter is contracted transversely to the central axis (leaflets open to be parallel 
with lumen thus are contracted along the transverse plane-relative to the transverse plane, at the 
rim/perimeter of the valve). Garrison discloses the shutter (38) to be a pouch having an orifice 
(seen in fig. 1 1), the kit being hemispherical at a wall (leaflets 39 form cupped surface when 
closed; fig.29, 30). Garrison discloses the compression means (28, 30, 32) to comprise a clamp 
having branches (each branch being considered a strut of 28 or 30 or 32) connected at a common 
region (bend in frame), the branches connected to the shutter (see fig. 9, 10, 29, 30; connected at 
40, 41, see fig.9, 10) in a connection segment and the branches (struts) having a drive segment 
(length of struts) capable of co-operating with a clamp member (has such capability of being 
grasped by a tool), see attachment 1 . Garrison discloses the branches (struts of frame) to be 
welded together, fork shaped, and deformable (fig.9, 10, 29, 30). Garrison discloses the valve 
(6) to have threads (sutures, col. 5, lines 44-48) connecting the pouch (38) to the branches (struts 
of frame). Such sutures (40, 41, seen in fig.9, 10, 29) may be considered the constriction strand. 
Garrison discloses the valve (6) disposed inside the tubular endoprosthesis (8). Garrison 
discloses implanting the endoprosthesis (8) and valve (6) endoluminally (fig. 17- 19, 23-26). The 
valve is considered xomowable (capable of being removed). 
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If applicant were to claim the flexible shutter to be contracted toward the central axis, 
(instead of to-which may be interpreted as relative to or in relation to), this would seemingly 
overcome the Garrison rejection. 

Claims 1, 2, 4, 6-9, 11,12, and 16-17 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Johnson (US 4,339,831, cited in IDS). Johnson discloses a kit comprising a 
tubular endoprosthesis (50; seen in fig.6) and a prosthetic valve (seen in fig.2), the valve 
configured to be implanted in and withdrawn from the endoprosthesis (the two are separate 
components, prior to suturing to the vessel wall, the valve is configured to be implanted in or 
withdrawn from the endoprosthesis 50), the valve comprising a resilient carrier frame (seen in 
fig.l) that is elastically deformable and biased to a deployed position (seen in fig.2; col.4, lines 
22-25), and a flexible shutter (30) connected to the frame (see fig.2) the shutter deformable 
between an obstructed position which it is extended transversely (see fig.2, 3) and a released 
position which it is contracted transversely (see fig.5), and an integrated centripetal compression 
means (seen in fig.l) for compressing the frame into the folded configuration (joint 16 forms a 
clamp which may be grasped by an instrument to compress the frame; it acts as a means to allow 
compression by its shape and resiliency). Johnson discloses the shutter (30) to comprise a 
hemispherical pouch with an end wall (seen in fig.2). Johnson discloses the compression means 
to comprise at least two branches (10, 12, 14) connected at a common region (16) each branch 
having a connection segment (fi-ee ends 18, 20, 22) connected to the shutter, and a drive segment 
(intermediate portions of 10, 12, 14) positioned between the common region (16) and connection 
segments (18, 20, 22). Johnson discloses a plurality of threads (sutures, sewn; col.5, lines 8-12) 
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connecting the branches to the pouch. Johnson discloses implanting the tubular prosthesis in a 
duct endoluminally and then implanting the valve inside the endoprosthesis (col.5 line 6I-C0I.6 
line?) it is considered removably implanted, as it may be surgically removed at any time). 
Johnson's drive segments are convexly curved, the ends of the curve, directed inwardly. If 
applicant were to the claim that wherein the drive segments are not attached (or remain 
unattached) to the flexible shutter, or the drive segments spaced axially away from the flexible 
shutter, either of theses would seemingly overcome the Johnson rejection. 

Claims 1-3, 7-9, 11-13, and 16 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Vesely (US 6,530,952 B2, cited previously). Vesely discloses a kit comprising a tubular 
endoprosthesis (10 or 100; fig.2, 10) and a prosthetic valve (fig. 17), the valve for removably 
implanting in the endoprosthesis, the valve having a resilient deformable carrier frame (1 10; 
fig.l2, 17; C0I.9, lines 33-44), flexible shutter (120; fig. 17), and centripetal compression means 
(1 12) for compressing the carrier frame (col. 13, lines 60-62). Vesely discloses the shutter (120) 
to be a pouch and having an orifice (seen in fig.27a). Vesely discloses the valve disposed inside 
the tubular endoprosthesis (fig.27a). Vesely discloses implanting the endoprosthesis (100) and 
valve (110) endoluminally (through a lumen) and removing the valve and replacing it with a new 
one (col.3, lines 11-12; col.5, lines 5-10; col.9, lines 1-5). Vesely's shutter (leaflets) transverse 
the lumen when closed and are contracted at the rim of the valve along the transverse plane when 
open. Vesely discloses the frame to have an integrated centripetal compression means (fig. 12) 
comprising a clamp having at least two branches (12) connected at a common region (for 
example, top 136's in figs.), having a connection segment (for example bottom of 136's in figs) 
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and a drive segment therebetween (length of 1 12's). If applicant were to claim that wherein the 
drive segments are not attached (or remain unattached) to the flexible shutter, or the drive 
segments spaced axially away from the flexible shutter or the shutter is contracted transversely 
toward the central axis, any of these would seemingly overcome the Vesely rejection. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 . 1 36(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHERYL MILLER whose telephone number is (571)272-4755. 
The examiner can normally be reached on Monday-Friday 7:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Corrine McDermott can be reached at 571-272-4754. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from tlie Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Cheryl Miller/ 
Examiner, Art Unit 3738 

/Corrine M McDermott/ 

Supervisory Patent Examiner, Art Unit 3738 



